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BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of 
the original documents submitted by the applicant. 

Defects in the images may include (but are not limited to): 

• BLACK BORDERS 

• TEXT CUT OFF AT TOP, BOTTOM OR SIDES 

• FADED TEXT 

• ILLEGIBLE TEXT 

• SKEWED/SLANTED IMAGES 

• COLORED PHOTOS 

• BLACK OR VERY BLACK AND WHITE DARK PHOTOS 

• GRAY SCALE DOCUMENTS 

IMAGES ARE BEST AVAILABLE COPY. 



As rescanning documents will not correct images, 
please do not report the images to the 
Image Problem Mailbox. 
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FIG. 3 



[PATIENT INFORMATION] 
© PATIENT'S NAME, AND PATIENT'S ID 

(2) PATIENT'S DATE OF BIRTH (YEARS OLD) 

(3) NAME OF CLINICIAN IN CHARGE 

© NAME OF RADIOLOGIST (REPORTER) 



[BREAST COMPOSITON] 

1 BRIEF DESCRIPTION OF OVERVIEW OF ENTIRE MAMMOGRAM 
© FAT (GENERALLY FAT/ADIPOSE) 

<D FIBROGIANDULAR (DISTRIBUTED AT SPARSE DENSITY) 
® HETEROGENEOUSLY (HETEROGENEOUSLY THICKSET) 
© DENSE 
2. DETECTION RESULT 



b-2 DENSITY 

b-3 ASSOCIATED FINDINGS 
b-4 LOCATION 

* WHEN A PAST IMAGE IS AVAILABLE, RECORD WHAT CHANGE OCCURS. 

* WHEN THE NIPPLE IS REGARDED AS THE CENTER OF A CLOCK, INDICATE 
THE DIRECTION WHAT O'CLOCK THE LOATION IS IN. 

3. DESCRIPTION OF GENERAL IMPRESSION (SUMMARY) 



[ASSESSMENT CATEGORIES] 
IN ACCORDANCE WITH THE FOLLOWING CATEGORIES (WHICH ARE CALLED BI-RADS ™ 
CATEGORIES), THE RADIOLOGIST SHALL INDICATE THE RESULT OF PATTERN READING. 
CATEGORY 0: NEED ADDITIONAL IMAGE EVALUATION. 
CATEGORY 1 : NEGATIVE-THERE IS NOTHING TO BE COMMENTED. 
CATEGORY 2: BENIGN FINDING. 

CATEGORY 3: PROBABLY BENIGN FINDING-NEED SHORT TERM FOLLOW-UP. 
CATEGORY 4: THERE IS HIGH POSSIBILITY OF MALIGNANCY. SUSPICIOUS 
ABNORMALITY-NEED FOR BIOPSY TO BE EXAMINED. 

CATEGORY 5: MALIGNANT. HIGH SUGGESTIVE OF MALIGNANCY— AN APPROPRIATE 
MEASURE TO BETAKEN. 



a-MASS 
a-1 SIZE 

a-2 GEOMETRY/DENSITY 
a-3 EXISTENCE OF CALCIFICATION 
a-4 ASSOCIATED FINDINGS 
a-5 LOCATION 
b-CALCIFICATIONS 
b-1 GEOMETRY 



c-ARCHITECTUAL DISTORTION 

c-1 EXISTENCE OF CALCIFICATION 
c-2 ASSOCIATED FINDINGS 
c-3 LOCATION 



d-SPECIAL CASES 

c-1 EXISTENCE OF CALCIFICATION 
c-2 ASSOCIATED FINDINGS 
c-3 LOCATION 



FIG. 4 



Hanako Yamada 

DOB : 11 / 5 / 43 

Referring Physician : Ichiroh Fuji 

BILATERAL SCREENING MAMMOGRAMS 

March 1, 1998 

Clinical History : Screen. 

Compared with the prior study of 2 / 1 / 97, there 
are again scattered fibroglandular densities 
bilaterally. 

IMPRESSION : 

No change from prior examination. No mammographic 
evidence of malignancy. Yearly mammograms are 
recommended. 

BI-RADS ™ CATEGORY 1 : 
Negative. 

Taroh Tokyo 
Radiologist 



CO 

\- 
_l 

CO 
UJ 

tr 
>- 

CO 
Q_ 
O 

m 

oc 
O 

LL 
LU 

O 

LU 
OC 



UJ 
DC 



CO 
< 

o 
< 



CO 
h- 
_J 

z> 

CO 
UJ 
OC 

> 

CO 
Q_ 
O 
00 



Q 
CC UJ 

O CC ~ 
.1 UJ q: 

z > < 

. OOlu 

^ Uj CO yj 
<CQQ Z 

O CO QC O 
UJ — UJ Z 

CL ^ h- 

Bo 



Q 
UJ 
I— 
< 

LU CO O 
> 

hO< 
co -2 

Q_ 

o 

CO 



UJ 

CO _ ^ 

OE o 



CL 

< 

oc 

o 
o 



CO co 
Q UJ 

JL O 
CD (D 
UJ 

I- 
< 

O 



LL 



+ 



II II + 
> > Q. 

coo II 

Z LU > 
LU Q_ Q_ 
CO CO Q- 



LU 

> 



CO 



CM 



< 

o 

UJ 

2 CO co 
^ OUJ 

c 5o 

O-w 
^ o 



U33NV3 dOd 1S31 9NIN33U0S 



FIG. 6 



SAMPLED DATA COLLECTION 

BASIC CLINCIAL RELEVANT AUDIT. SCREENING CASES ONLY 

FORMA 



DATA ITEM 



#1 TOTAL SCREENING CASES 


* 


#2 TOTAL SCREENING CASES, ASSESSMENT BI-RADS ™ 
CATEGORY 0, (NEEDS ADDITIONAL IMAGING 
. EVALUATION) AND SCREENING CASES GIVEN 
AccpcciuipMT Ri-RADS™ CATEGORY 4 OR 5, 
WITHOUT FURTHER EVALUATION 




#3 TOTAL SCREENING CASES, FINAL ASSESSMENT BI- 
RADS™ CATEGORY 4 




#4 TOTAL SCREENING CASES. FINAL ASSESSMENT Bl- 
RAD^TM PATFGORY 5 




#5 TOTAL CASES FROM FINAL ASSESSMENT BI-RADS ™ 
CATEGORIES 4 AND 5 THAT UNDERWENT CORE 
BIOPSY/FNA 




#5A NUMBER OF THESE THAT WERE MALIGNANT 




#5B NUMBER OF THESE THAT WERE BENIGN 




#6 TOTAL CASES FROM FINAL ASSESSMENT BI-RADS ™ 
CATEGORIES 4 AND 5 IHA1 UNUtHWcN I aunvaiOML 
BIOPSY 




j//N A kii ihjiDCD nc TUCQP THAT \A/FRF MAI IC^NANT 
#6A NUMbbn Ur 1 ntot I riM 1 vvcnc ivimuivjinaain i 




#6B NUMBER OF THESE THAT WERE BENIGN 




#7 TOTAL CASES FROM FINAL ASSESSMENT BI-RADS ™ 
CATEGORIES 4 AND 5 THAT WERE LOST TO FOLLOW- 
UP. REFUSED BIOPSY, OR SURGEON ELECTED TO 
FOLLOW RATHER THAN BIOPSY 




#8 TOTAL CANCERS FOUND THAT WERE DUCTAL 
CARCINOMA IN SITU 




#9 TOTAL CANCERS FOUND THAT WERE INVASIVE DUCTAL 
CARCINOMA OR INVASIVE LOBULAR CARCINOMA 




#10 TOTAL CANCERS FOUND THAT WERE INVASIVE DUCTAL 
CARCINOMA OR INVASIVE LOBULAR CARCINOMA FOR 
WHICH AXILLARY SAMPLING WAS PERFORMED 




#1 1 TOTAL NUMBER OF INVASIVE CANCERS THAT WERE <. 
1cm IN SIZE 




#12 TOTAL NUMBER OF INVASIVE CANCERS THAT 
SHOWED POSITIVE AXILLARY LYMPH NODES AT 
SURGERY 





NOTE : BI-RADS™ CATEGORY 3 CASES ARE NOT LISTED 
' HERE BECAUSE THEY ARE CONSIDERED NEGATIVE. 
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FIG. 8 



PRACTICE DATA SET FOR FORMS A AND B 



PLEASE USE THE FOLLOWING HYPOTHETICAL DATA SET FOR FORM 
A AS A PRACTICE EXERCISE FOR PERFORMING THE REQUISITE 
CALCULATIONS OF FORM B FOR THE BASIC AUDIT. 



ANSWERS TO CATEGOR IES ON FORM B: 

TP = 30 

FP 1 =420 

FP 2 =60 
FP 3 =55 
PPV 1 = .07(7%) 
PPV 2 =. 33(33%) 
PPV 3 =. 35(35%) 

CANCER DETECTION RATE = 6/1000 

% MINIMAL CANCERS=50% 

%NODE POSITIVE INVASIVE CANCERS = 17% 

RECALL RATE-9% 



1. 

2. 

3. 

4. 

5. 

5A 

5B 

6. 

6A 

6B 

7. 

8. 

9. 

10 

11 

12 
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FIG. 9 
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